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Business Proposal 


ISSUE: All current point of care and commercial testing labs are overloaded. Usual turn-around time for RT-PCR 
test result is 10 to 20 days. Therefore, many labs provide much less accurate, but rapid antibody test (15min). 
Antibody test method has a fundamental problem. 


Two Most Used SARS-CoV-2 Test Types 

RT-PCR Test Kit 
Antibody Test 


2-3 hrs 

Fast (less than 20 
min) 



Very accurate (90-99.9%) 

50-70% An antibody test may not show if you have a 
current COVID-19 infection because it can take 1-3 
weeks after infection for your body to make 
antibodies. It can show a false-positive result even 
after COVID-19 is cleared out of the body because 
antibodies can ringer around human body several 
years. 
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Two Major Test Types and Typical Workflow 
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Molecular Tests (Nucleic Acid Detection) 

Diagnose active SARS-CoV-2 infections 




2 Antibody Tests (Serology) 

Detect immune response to SARS-CoV-2 exposure 



1. Obtain Specimen: 
Blood Sample. 


2. Expose specimen to 
SARS-CoV-2 specific 
antigens. 


3. Interpret results: 
color change indicates 
previous exposure to 
SARS-CoV-2. 
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: Test and Tracking 


Current Problem and Mitigation Measures 


Too Slow: 


\ r 

Limited Resources 


Test but No Tracking 




Process Monitoring 


Maintenance and Repair 


Typically takes few days to 
weeks 

Harris County 3 weeks 

_ ) 


Sample Collection Swabs 
RNA Extraction Kit 
Test Kits 
PCR Units 
Human Resources 
Provide a-la-cart service 

J 


Lack of Resources on the part of 

Government 

Privacy Concerns 

Can implement at organizational 

levels: Companies, Schools, 

Hospitals, Military Bases 

J 



Proposed Solution 


Location Services 

Contact tracing of Individuals in a private mode and unanimous alert 
will be sent out when an individual contacted a person with confirmed 
infection case. The infected person will be notified discreetly. 

Task Management 

Pre-test scheduling, procedure, and progress will be monitored 

2-Way Messaging 

Deliver time-sensitive group announcements and interact with needy 
individuals through voice messages. 

Early Detection 

Wearable Smart Devices can monitor biometric data to help track 
COVID symptoms and early warning signs 

Emergency Calling 

Quickly access facility numbers in case of emergency. 

Web Dashboard 

Manage individual, view locations, track task progress and much more. 


Track all samples on test progress 
App based tracking of individual 
during and after test 
Automatic Notification of Test 
Results (Need to Know Basis) 


Monitor adherence to clinical and 

regulatory protocol 

Upkeep of the LAB and personnel 

safety 

Secure supply chain and equipment 
inventory 









Customized Web Dashboard 
Manage users, 
track task progress, and 
inform test results. 


*Features in blue are being developed as a part of the future HSE 
monitoring system 
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What sets us apart from others. 

1) Access to a new FDA approved RT-PCR test kit that only takes 15 minutes and 30 min for a complete process with the world-class accuracy. 

2) We bring a patent pending, modular, and CDC-certified Biosafety Level 2 module, "the LAB" and lab personnel at virtually no cost to the 
hosting organization. The hosting organizations are shielded from fluctuations in demand that can limit the available capacity of commercial 
labs servicing the broader community and prepare for a staggered reopening of offices. 

3) The entire process is streamlined and automated enabling us to reach testing capacity of up to 500 tests a day per module. 

4) Test scheduling and result notification will be achieved over private email or text notifications. 
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Detailed Summary of “the LAB” 
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Drive-through to Walk-through test booth 

Bio Safety booth designed to be used to collect patient's 
specimen safely. Laboratory staffers can collect samples 
from patients without directly exposing themselves by using 
the glove attached to the box. The booth has a ventilation 
system to create a negative pressure. The booth is self- 
disinfected by aerosol spray and ultraviolet lamp followed up 
by thorough manual cleanup between each patients. 




App driven monitoring 
software 


• App is automatically installed 
on individual's device as the 
scheduling is initiated. 

• Manage and track users from 
scheduling to after the result- 
notification 

• Track test progress 

• Monitor vital biometric signs if 
available or an individual can 
interactively input the data 

• Accelerometer based fall 


sensor 


Features and Benefits 

• Rapid deployment without aid of ancillary equipment, 
set-up anywhere 

• All in one totally autonomous unit to be moved to a 
designated location via a trailer truck 

• Maximize usable square footage with hurricane force 
resistant structural integrity 

• Configured with roof mount solar panel with 4KW 
capacity and ESS battery unit for 10KW uninterrupted 
usable power capacity 

• Equipped with a shore-power connector and water 
supply inlet, the field unit can recharge and operate 
from a nearby power and water source in case of solar 
panel failure. 

• On-board environmental monitoring + security system 
monitors all system components including HVAC and 
filtered ventilation system, water tank, perimeter 
ground to maintain pleasant and safe work 
environment. 

• Modular framework design allows individual 
replacement of parts 

• UL rated electrical system connects ancillary devices 
such as -20 degree deep freezer, RT-PCR units and 
communication, workstation components, and other 
electronic devices. 

• A built-in 5G wireless communication module connect 
the modular unit with a central office. 

• Meets federal CLIA laboratory requirements and 
municipal codes. 
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Business Model 1 
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The LAB: Laboratory Automated Box 



RT PCR Equipment 


Rapid Antibody COVID Test Kit 
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Fllll-ScrviCC Test Operation Business: Provide rapid turn-around tests at locations with enough test demands. 


• Universities 

• Corporations 

• Ports, Airports, and Offshore Deployment Centers (ex: Houma Heliport) 

• Military Bases 

• Remote Villages in 3 rd World Countries 
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Total Coronavirus Cases in the United States 


linear logarithmic 

Total Cases 

(Linear Scale) 
6M 



Daily New Cases in the United States 


Daily New Cases 



• Daily Cases 
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Total Case vs. Total Tests Performed 

4,663,387 cases and 57,826,841 tests 

Roughly 12.4 tests per 1 confirmed cases 


Daily New Cases are increasing 

Each day 28402 new cases are added in the U.S. 

By binomial estimation, this means nearly 28402 xl2.4 tests 

Approximately 352,184.8 tests are performed each day in the U.S. 
9007 x!2.4 tests = 111,686.8 new tests per day in Texas 
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Jae-Mun Choi Ph.D., m.s. 

(CSO) 



Young Bin Park Ph.D. Bernard Lee Ph.D. 
(CTO) ( CE °) 
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Our Team 
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We have a combined experience and knowledge pool of over 50 
years in Biomedical field and related R&D work. 


Dr. Choi, Jae-Mun: 

Korea University 
Baylor College of Medicine 
Calici Therapeutics 


5*Calici Therapeutics 


Dr. Park, Young Bin 

Seoul National University 

Japan Ministry of Health, Labor, and Welfare 

Baylor College of Medicine 



Japan Ministry of Health, Labour and Welfare 
(JMHLW) 


Dr. Bernard Lee 

University of Texas 

Carl Zeiss Microimaging, Germany 

Innova Plex, Inc. 
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23 In Vitro Diagnostics EUAs | FDA X + 

4 * C 8 fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas#individual-nnoleajlar ★ % ^ 


Individual EUAs for Molecular Diagnostic Tests for SARS-CoV-2 

This table includes information about authorized SARS-CoV-2 molecular diagnostic tests. 
These EUAs have been issued for each individual test with certain conditions of 
authorization required of the manufacturer and authorized laboratories. 


Search: SeaSurj 


Show 


v | entries 


DateEUA Diagnostic (Letter of Authorized Authorization 

Issued ^ Manufacturer Authorization) Technology Setting(s ) 1 Documents 2 

O 05/21/2020 Seasun AQ-T0PC0VID-19 Rapid Molecular H HCP, Patients, IFU 

Biomaterials, Inc. Detection Kit 

O 04/27/2020 SEASUN U-TOPCOVID-19 Detection Kit Molecular H HCP, Patients, IFU 

BIOMATERIALS 


Showing 1 to 2 of 2 entries (filtered from 123 total entries) 


1 Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments 
of 1988 (CLIA), 42 U.S.C. §263a, that meet requirements to perform high complexity 
tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments 
of 1988 (CLIA), 42 U.S.C. §2638, that meet requirements to perform moderate 
complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 


2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact 
Sheets and either the Manufacture Instructions/Package Insert (abbreviated to IFU) or the 
EUA Summary. 


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergencv-use-authorizations-medical-devices/vitro-diagnostics-euas#individual-molecular 
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The LAB will serve dual purpose and function as s Vaccine Distribution Center in the later phase of Pandemic. 


Thank you 
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